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DETAILED ACTION 
Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/17/2010 has been entered. 

Response to Amendment 

Receipt is acknowledged of applicant's amendment filed 1 2/1 7/201 0. Claims 1 - 
21 are pending and an action on the merits is as follows. 

Applicant's arguments with respect to the newly presented limitations in claims 1 
and 21 have been fully considered and are addressed in new ground(s) of rejection as 
set forth below. 

Ciaim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

2. Claims 1 -1 3 and 1 6-21 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by Kuhr et al. (US 2002/0040230) (here after referred to as Kuhr). 
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Regarding claim 1 , Kulir discloses a lancing apparatus (1) comprising a lancet 
holder (12) for retaining a lancet (3), the lancet including a main body (4) and a needle 
(6) projecting from the body, the lancet holder being moved in a lancing direction (7) 
from a standby position to a lancing position together with the lancet so as to cause the 
lancet to stick into an object (paragraph 30), the lancet being inserted into the lancet 
holder in a retreating direction opposite to the lancing direction (paragraph 41), thus to 
be retained by the lancet holder (paragraphs 30 and 41), wherein the lancet holder 
includes a first member (1 2a) and a second member (30) that are movable relative to 
each other (note progression of fig. 2-3), the second member being in direct contact 
with the first member (note figure 4) and being movable relative to the first member 
between a fixing position (as depicted in fig. 2) in which the main body of the lancet is 
fixed to the lancet holder with a first fixing force (compressive force supplied by first 
member as depicted in fig. 2 and described in paragraph 30) for limiting axial removal of 
the lancet from the lancet holder and a non-fixing position (depicted in figure 3) in which 
the main body of the lancet is held by the lancet holder with a second fixing force 
(frictional force provided by the sleeve 38 in which lancet main body is set note fig 2 and 
3 and paragraph 39) smaller than the first fixing force for facilitating axial removal of the 
lancet from the lancet holder, the second member (capable of) being moved in the 
lancing direction together with the first member and the lancet when the second 
member is held in the fixing position for fixing the lancet to the lancet holder (note that 
during the loaded primed configuration, as depicted in figures 8 and 2, and during firing, 
portion 34 of element 30, note figures 4 and 5, is capable of moving in a puncture 
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direction 7 within recess 43 note paragraph 36, therefore during firing the elements 30 
and 34 are capable of movement along with elements 12 and 12a as claimed within the 
recess 43). 

Regarding claim 2, Kuhr discloses at least either of the first and the second 
members applies a pressing force to the lancet for fixing the lancet (note contact 
between lancet main body 4 and first member as depicted in fig. 2 further note 
paragraph 30). 

Regarding claim 3, Kuhr discloses when loading the lancet, the lancet moves 
relative to the first member (note in figure 2 and 3 and note element 1 2a relative to 
lancet main body 4 in order to insert the lancet within the grasp of element 1 2a it would 
inherently have to move relative to it note reverse progression of fig. 3 to fig. 2 and 
further note paragraph 41), while the second member moves together with the lancet 
relative to the first member in the retreating direction from the non-fixing position toward 
the fixing position (paragraph 41), and wherein the lancet holder applies a greater 
pressing force to the lancet when the second member is located at the fixing position 
than when the second member is at the non-fixing position (note fixing force applied to 
element 3 by element 1 2a as depicted in figure 2 when the second element 30 is in the 
retracted state as depicted in figure 2). 

Regarding claim 4, Kuhr discloses fixing means (element 30 which abuts the 
proximal end of element 4 and element 1 2a which surrounds element 4 and correspond 
with indentations 4a as depicted in fig. 2) that applies a pressing force to the lancet for 
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fixing tine lancet wlien the second member is at the fixing position (note fig. 2 and further 
note paragraph 30). 

Regarding claim 5, Kuhr discloses the first and the second members respectively 
include a first engaging portion (portions of element 12a which correspond with element 
4a of main body 4) and a second engaging portion (distal end of element 30 which 
abuts the proximal end of element 4 note fig. 2) that are engaged with each other when 
the second member is at the fixing position (note contact between elements 30 and 
12,12a as depicted in figure 4), the fixing means comprising the first and second 
engaging portions (note fig. 2). 

Regarding claim 6, Kuhr discloses at least one of the first and the second 
engaging portions projects toward the other of the first and the second engaging 
portions (note the distal end of element 30 projects toward the distal end of element 1 2a 
as depicted in fig. 2). 

Regarding claim 7, Kuhr discloses, one of the first and the second engaging 
portions comprises a recess (portion of element 12a formed by the radially inward 
projecting distal ends creating a recess between the leg portion and radially inward 
projecting portion of element 12a as depicted in fig. 3), and the other of the first and the 
second engaging portions comprises a projection (distal end of element 30) to be fitted 
into the recess ( note position of the distal end of element 30 relative to the 
aforementioned recess depicted in figure 3). 

Regarding claim 8, Kuhr discloses the first member includes a pressing portion 
(projections of element 1 2a) that applies a pressing force to the lancet (note paragraph 
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30) and wherein tine second member includes a working portion (distal surface of 
element 30) that displaces at least a part of the pressing portion from the lancet when 
the second member is located at the non-fixing position or between the non-fixing 
position and the fixing position (note progression of figures 2-3). 

Regarding claim 9, Kuhr discloses the pressing portion includes a pair of 
movable portions (note the pressing portions are attached to the tongs 1 2a which 
move/deflect in order to release the lancet), wherein a gap is provided between the pair 
of movable portions for allowing the working portion to move (note the progression 
figures 2-3 where the working portion projects distally between the movable portions of 
element 12a), and wherein the gap is expanded when the working portion moves 
through the gap, so that at least a part of the movable portions is displaced so as to 
separate from the lancet (note when element 1 2a deflects to release the lancet the 
distance between the tongues' of 1 2a must increase in order to release the lancet which 
is driven by the distal end of element 30). 

Regarding claim 10, Kuhr discloses at least one of the movable portions includes 
at least one cutaway (portioned defined by the radially inward projecting projection of 
element 12a and the elongate portion of 12a which encompasses element 30 as 
depicted in fig. 3) that defines a part of the gap (note the cutaway as previously 
described defines a portion of the gap see also fig. 3), and that the working portion fits 
into (note aforementioned explanation and fig. 3). 

Regarding claim 1 1 , Kuhr discloses said at least one cutaway comprises a first 
cutaway portion into which the working portion is fitted in fixing the lancet (note position 
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of element 30 relative to the cutaway as defined above as depicted in fig. 2), and a 
second cutaway portion into which the working portion is fitted in discharging the lancet 
(note position of element 30 relative to the cutaway as defined above as depicted in fig. 
3). 

Regarding claim 12, Kuhr discloses said at least one cutaway comprises a 
cutaway portion arranged to make the gap continuously or incrementally narrower when 
the working portion relatively moves with respect to the first member in the lancing 
direction (note in fig. 3 the cutaway as defined above comprises the radially inward 
projection portions of element 12a which taper in the lancing direction thus narrowing 
the gap between elements 12a). 

Regarding claim 13, Kuhr discloses wherein the cutaway portion includes a 
tapered portion (note tapered portion distal the radially inward most point of the radially 
inward projecting portions of element 12a) that makes the gap wider continuously as 
proceeding in the lancing direction (note figure 3). 

Regarding claim 16, Kuhr discloses wherein the pressing portion includes a fixed 
portion (protruded portion of element 1 2a fixed to element 1 2a) and a movable portion 
(portions of 1 2a which deflect in order to release the lancet as depicted in the 
progression of figures 2-3), wherein a gap (space between the diametrically opposing 
portions of element 12a) is provided between the fixed portion and the movable portion 
for allowing the working portion to move (note figure 3), and wherein the gap is 
expanded when the working portion moves through the gap, so that at least a part of the 
movable portions is displaced so as to separate from the lancet (note progression of 
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figures 2-3 where the moveable portions of 1 2a allow deflection of 1 2a releasing the 
lancet when the distal end of element 30 is moved in a distal direction note also 
paragraph 30 and 34). 

Regarding claims 1 and 17, Kuhr discloses a lancing apparatus (1) comprising a 
lancet holder (12) for retaining a lancet (3), the lancet including a main body (4) and a 
needle (6) projecting from the body, the lancet holder being moved in a lancing direction 
(7) from a standby position to a lancing position together with the lancet so as to cause 
the lancet to stick into an object (paragraph 30), the lancet being inserted into the lancet 
holder in a retreating direction opposite to the lancing direction (paragraph 41), thus to 
be retained by the lancet holder (paragraphs 30 and 41), wherein the lancet holder 
includes a first member (30) and a second member (12a) that are movable relative to 
each other (note progression of fig. 2-3), the second member being in direct contact 
with the first member (note figure 4) and being movable relative to the first member 
between a fixing position (as depicted in fig. 2) in which the main body of the lancet is 
fixed to the lancet holder with a first fixing force (compressive force supplied by second 
member as depicted in fig. 2 and described in paragraph 30) for limiting axial removal of 
the lancet from the lancet holder and a non-fixing position (depicted in figure 3) in which 
the main body of the lancet is held by the lancet holder with a second fixing force 
(frictional force provided by the sleeve 38 in which lancet main body is set note fig 2 and 
3 and paragraph 39) smaller than the first fixing force for facilitating axial removal of the 
lancet from the lancet holder, the second member (capable of) being moved in the 
lancing direction together with the first member and the lancet when the second 
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member is held in the fixing position for fixing the lancet to the lancet holder (note that 
during the loaded primed configuration, as depicted in figures 8 and 2, and during firing, 
portion 34 of element 30, note figures 4 and 5, is capable of moving in a puncture 
direction 7 within recess 43 note paragraph 36, therefore during firing the elements 30 
and 34 are capable of movement along with elements 12 and 12a as claimed within the 
recess 43), wherein the second member (as disclosed above) includes a pair of 
movable portions (deflection portions of 1 2a) for holding the lancet there between (note 
figure 2), and wherein the movable portions are displaced away from the lancet when 
the second member is relatively moved with respect to the first member in the lancing 
direction (when the aforementioned first member moves in a distal direction elements 
12a must deflect/move in order to release lancet 3 from there grasp note progression of 
figures 2-3), but displaced toward the lancet when the second member is relatively 
moved with respect to the first member in the retreating direction (note in paragraph 30 
and 41 when the aforementioned first member is retracted by insertion of the lancet the 
second member moves relative to the first member toward the lancet in order to engage 
the recesses 4a within lancet 3 note figure 2). 

Regarding claim 18, Kuhr discloses wherein the lancet comprises a recess (4a), 
and wherein the movable portion comprises an engaging portion (radially inwardly 
portions of element 4a) to be engaged with the recess (note figure 2). 

Regarding claims 1 and 19-20, Kuhr discloses a lancing apparatus (1) 
comprising a lancet holder (12) for retaining a lancet (3), the lancet including a main 
body (4) and a needle (6) projecting from the body, the lancet holder being moved in a 
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lancing direction (7) from a standby position to a lancing position together with the 
lancet so as to cause the lancet to stick into an object (paragraph 30), the lancet being 
inserted into the lancet holder in a retreating direction opposite to the lancing direction 
(paragraph 41), thus to be retained by the lancet holder (paragraphs 30 and 41), 
wherein the lancet holder includes a first member (12a) and a second member 
(proximal end of element 4) that are movable relative to each other (note progression of 
fig. 2-3), the second member being in direct contact with the first member (note figure 2) 
and being movable relative to the first member between a fixing position (as depicted in 
fig. 2) in which the main body of the lancet is fixed to the lancet holder with a first fixing 
force (compressive force supplied by first member as depicted in fig. 2 and described in 
paragraph 30) for limiting axial removal of the lancet from the lancet holder and a non- 
fixing position (depicted in figure 3) in which the main body of the lancet is held by the 
lancet holder with a second fixing force (frictional force provided by the sleeve 38 in 
which lancet main body is set note fig 2 and 3 and paragraph 39) smaller than the first 
fixing force for facilitating axial removal of the lancet from the lancet holder (note 
paragraph 39), the second member (capable of) being moved in the lancing direction 
together with the first member and the lancet when the second member is held in the 
fixing position for fixing the lancet to the lancet holder, and a pushing member (32) that 
moves the second member in the lancing direction (paragraph 43), wherein the pushing 
member (30) includes a working portion (distal ends of 31) that interferes with the 
second member (note in fig. 2 and 4-5 where the working portion abuts and thus 
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interferes with the second member) and an operating portion (30) to be manipulated so 
as to move the working portion (paragraph 43). 

Regarding claim 21, Kuhr discloses a lancing apparatus comprising a lancet 
holder (1 2) for retaining a lancet (3), the lancet including a main body (4) and a needle 
(6) projecting from the body, the lancet holder being moved in a lancing direction (7) 
from a standby position to a lancing position together with the lancet so as to cause the 
lancet to stick into an object (paragraph 30), the lancet being inserted into the lancet 
holder in a retreating direction opposite to the lancing direction, thus to be retained by 
the lancet holder (paragraph 41 ), wherein the lancet holder includes a first member (30) 
and a second member (1 2a) that are movable relative to each other in a needle 
extending direction (note progression of fig. 2-3), the second member being in direct 
contact with the first member (note figure 4) and being movable relative to the first 
member between a fixing position (as depicted in fig. 2) in which the main body of the 
lancet is fixed to the lancet holder and a non-fixing position (as depicted in figure 3) in 
which the main body of the lancet is allowed to be removed from the lancet holder, the 
second member including a movable fixing portion (protrusions at the distal end of 
element 1 2a that correspond with recess 4a in the lancet body) that moves in a direction 
crossing the needle extending direction (radially outward note progression of fig. 2-3 
and paragraph 30) for fixing contact with the main body of the lancet in response to the 
movement of the second member from the non-fixing position to the fixing position (as 
depicted in the progression of figures 2-3 and 7-9), the second member (capable of) 
being moved in the lancing direction together with the first member and the lancet when 
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the second member is held in the fixing position for fixing the lancet to the lancet holder 
(note that during the loaded primed configuration, as depicted in figures 8 and 2, and 
during firing, portion 34 of element 30, note figures 4 and 5, is capable of moving in a 
puncture direction 7 within recess 43 note paragraph 36, therefore during firing the 
elements 30 and 34 are capable of movement along with elements 12 and 12a as 
claimed within the recess 43) 



Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 14-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kuhr et al. (US 2002/0040230) (here after referred to as Kuhr) as applied to claims 1 -1 3 



above. 



Application/Control Number: 10/553,523 Page 13 

Art Unit: 3731 

Regarding claims 14 and 15, Kuhr discloses wherein the cutaway portion 
includes a tapered portion that makes the gap wider continuously as proceeding in the 
lancing direction (note tapered portion depicted in figure 3 distal the radially inward most 
point of the radially inward projecting portions of element 12a) but fails to explicitly 
disclose wherein the cutaway portion includes at least one stepped portion that makes 
the gap wider sequentially as proceeding in the lancing direction. However, it would 
have been obvious to one skilled in the art at the time the invention was made to 
construct the tapered portion as disclosed by Kuhr with a series of stepped portions, 
since applicant has not disclosed that such a change in shape or form solves any stated 
problem or is anything more than one of numerous shapes or configurations a person 
ordinary skill in the art would find obvious for the purpose of providing a tapered portion 
of a cutaway portion that makes the gap wider sequentially as proceeding in the lancing 
direction. In re Dailey and Eilers, 149 USPQ 47 (1966). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Eastwood whose telephone number is (571)270- 
71 35. The examiner can normally be reached on Monday thru Friday 9 a.m. to 5 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571)272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/D. E.I 

Examiner, Art Unit 3731 
1/25/2011 

/Ryan J Severson/ 
Examiner, Art Unit 3731 
1/27/11 



